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(4) The availability of electronic de-
tection and alarm systems; 

(5) the extent of unsupervised public 
access to the facility; 

(6) The adequacy of supervision over 
employees having access to List I 
chemicals; 

(7) The procedures for handling busi-
ness guests, visitors, maintenance per-
sonnel, and nonemployee service per-
sonnel in areas where List I chemicals 
are processed or stored; 

(8) The adequacy of the registrant’s 
or applicant’s systems for monitoring 
the receipt, distribution, and disposi-
tion of List I chemicals in its oper-
ations. 

(c) Any registrant or applicant desir-
ing to determine whether a proposed 
system of security controls and proce-
dures is adequate may submit mate-
rials and plans regarding the proposed 
security controls and procedures either 
to the Special Agent in Charge in the 
region in which the security controls 
and procedures will be used, or to the 
Regulatory Section, Drug Enforcement 
Administration. See the Table of DEA 
Mailing Addresses in § 1321.01 of this 
chapter for the current mailing ad-
dress. 

[60 FR 32454, June 22, 1995, as amended at 62 
FR 13968, Mar. 24, 1997; 67 FR 14861, Mar. 28, 
2002; 71 FR 56023, Sept. 26, 2006; 75 FR 10680, 
Mar. 9, 2010] 

§ 1309.72 Felony conviction; employer 
responsibilities. 

(a) The registrant shall exercise cau-
tion in the consideration of employ-
ment of persons who will have access 
to listed chemicals, who have been con-
victed of a felony offense relating to 
controlled substances or listed chemi-
cals, or who have, at any time, had an 
application for registration with the 
DEA denied, had a DEA registration re-
voked, or surrendered a DEA registra-
tion for cause. (For purposes of this 
subsection, the term ‘‘for cause’’ means 
a surrender in lieu of, or as a con-
sequence of, any Federal or State ad-
ministrative, civil or criminal action 
resulting from an investigation of the 
individual’s handling of controlled sub-
stances or listed chemicals.) The reg-
istrant should be aware of the cir-
cumstances regarding the action 
against the potential employee and the 

rehabilitative efforts following the ac-
tion. The registrant shall assess the 
risks involved in employing such per-
sons, including the potential for action 
against the registrant pursuant to 
§ 1309.43, If such person is found to have 
diverted listed chemicals, and, in the 
event of employment, shall institute 
procedures to limit the potential for 
diversion of List I chemicals. 

(b) It is the position of DEA that em-
ployees who possess, sell, use or divert 
listed chemicals or controlled sub-
stances will subject themselves not 
only to State or Federal prosecution 
for any illicit activity, but shall also 
immediately become the subject of 
independent action regarding their 
continued employment. The employer 
will assess the seriousness of the em-
ployee’s violation, the position of re-
sponsibility held by the employee, past 
record of employment, etc., in deter-
mining whether to suspend, transfer, 
terminate or take other action against 
the employee. 

§ 1309.73 Employee responsibility to 
report diversion. 

Reports of listed chemical diversion 
by fellow employees is not only a nec-
essary part of an overall employee se-
curity program but also serves the pub-
lic interest at large. It is, therefore, 
the position of DEA that an employee 
who has knowledge of diversion from 
his employer by a fellow employee has 
an obligation to report such informa-
tion to a responsible security official of 
the employer. The employer shall treat 
such information as confidential and 
shall take all reasonable steps to pro-
tect the confidentiality of the informa-
tion and the identity of the employee 
furnishing information. A failure to re-
port information of chemical diversion 
will be considered in determining the 
feasibility of continuing to allow an 
employee to work in an area with ac-
cess to chemicals. The employer shall 
inform all employees concerning this 
policy. 

PART 1310—RECORDS AND RE-
PORTS OF LISTED CHEMICALS 
AND CERTAIN MACHINES 

Sec. 
1310.01 Definitions. 
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1310.02 Substances covered. 
1310.03 Persons required to keep records and 

file reports. 
1310.04 Maintenance of records. 
1310.05 Reports. 
1310.06 Content of records and reports. 
1310.07 Proof of identity. 
1310.08 Excluded transactions. 
1310.09 Temporary exemption from registra-

tion. 
1310.10 Removal of the exemption of drugs 

distributed under the Federal Food, Drug 
and Cosmetic Act. 

1310.11 Reinstatement of exemption for drug 
products distributed under the Food, 
Drug and Cosmetic Act. 

1310.12 Exempt chemical mixtures. 
1310.13 Exemption of chemical mixtures; ap-

plication. 
1310.14 Removal of exemption from defini-

tion of regulated transaction. 
1310.15 Exempt drug products containing 

ephedrine and therapeutically significant 
quantities of another active medicinal 
ingredient. 

1310.21 Sale by Federal departments or 
agencies of chemicals which could be 
used to manufacture controlled sub-
stances. 

AUTHORITY: 21 U.S.C. 802, 827(h), 830, 871(b) 
890. 

SOURCE: 54 FR 31665, Aug. 1, 1989, unless 
otherwise noted. 

§ 1310.01 Definitions. 
Any term used in this part shall have 

the definition set forth in section 102 of 
the Act (21 U.S.C. 802) or part 1300 of 
this chapter. 

[62 FR 13968, Mar. 24, 1997] 

§ 1310.02 Substances covered. 
The following chemicals have been 

specifically designated by the Adminis-
trator of the Drug Enforcement Admin-
istration as the listed chemicals sub-
ject to the provisions of this part and 
parts 1309 and 1313 of this chapter. Each 
chemical has been assigned the DEA 
Chemical Code Number set forth oppo-
site it. 

(a) List I chemicals 

(1) Anthranilic acid, its esters, 
and its salts ............................ 8530 

(2) Benzyl cyanide ...................... 8735 
(3) Ephedrine, its salts, optical 

isomers, and salts of optical 
isomers ................................... 8113 

(4) Ergonovine and its salts ....... 8675 
(5) Ergotamine and its salts ....... 8676 

(6) N-Acetylanthranilic acid, its 
esters, and its salts ................. 8522 

(7) Norpseudoephedrine, its 
salts, optical isomers, and 
salts of optical isomers ........... 8317 

(8) Phenylacetic acid, its esters, 
and its salts ............................ 8791 

(9) Phenylpropanolamine, its 
salts, optical isomers, and 
salts of optical isomers ........... 1225 

(10) Piperidine and its salts ....... 2704 
(11) Pseudoephedrine, its salts, 

optical isomers, and salts of 
optical isomers ....................... 8112 

(12) 3,4-Methylenedioxyphenyl-2- 
propanone ............................... 8502 

(13) Methylamine and its salts ... 8520 
(14) Ethylamine and its salts ..... 8678 
(15) Propionic anhydride ............ 8328 
(16) Isosafrole ............................. 8704 
(17) Safrole ................................. 8323 
(18) Piperonal ............................. 8750 
(19) N-Methylephedrine, its 

salts, optical isomers, and 
salts of optical isomers (N- 
Methylephedrine) .................... 8115 

(20) N-Methylpseudoephedrine, 
its salts, optical isomers, and 
salts of optical isomers ........... 8119 

(21) Hydriodic Acid ..................... 6695 
(22) Benzaldehyde ....................... 8256 
(23) Nitroethane ......................... 6724 
(24) Gamma-Butyrolactone 

(Other names include: GBL; 
Dihydro-2 (3H)-furanone; 1,2- 
Butanolide; 1,4-Butanolide; 4- 
Hydroxybutanoic acid lactone; 
gamma-hydroxybutyric acid 
lactone) ................................... 2011 

(25) Red phosphorus ................... 6795 
(26) White phosphorus (Other 

names: Yellow Phosphorus) .... 6796 
(27) Hypophosphorous acid and 

its salts (Including ammonium 
hypophosphite, calcium 
hypophosphite, iron 
hypophosphite, potassium 
hypophosphite, manganese 
hypophosphite, magnesium 
hypophosphite and sodium 
hypophosphite) ....................... 6797 

(28) N-phenethyl-4-piperidone 
(NPP) ...................................... 8332 

(29) Iodine .................................. 6699 
(30) Ergocristine and its salts .... 8612 

(b) List II chemicals: 

(1) Acetic anhydride ................... 8519 
(2) Acetone ................................. 6532 
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(3) Benzyl chloride ..................... 8570 
(4) Ethyl ether ........................... 6584 
(5) Potassium permanganate ..... 6579 
(6) 2-Butanone (or Methyl Ethyl 

Ketone or MEK) ...................... 6714 
(7) Toluene ................................. 6594 
(8) Hydrochloric acid (including 

anhydrous hydrogen chloride) 6545 
(9) Sulfuric acid ......................... 6552 
(10) Methyl Isobutyl Ketone 

(MIBK) .................................... 6715 
(11) Sodium Permanganate ........ 6588 

(c) The Administrator may add or de-
lete a substance as a listed chemical by 
publishing a final rule in the FEDERAL 
REGISTER following a proposal which 
shall be published at least 30 days prior 
to the final rule. 

(d) Any person may petition the Ad-
ministrator to have any substance 
added or deleted from paragraphs (a) or 
(b) of this section. 

(e) Any petition under this section 
shall contain the following informa-
tion: 

(1) The name and address of the peti-
tioner; 

(2) The name of the chemical to 
which the petition pertains; 

(3) The name and address of the man-
ufacturer(s) of the chemical (if known); 

(4) A complete statement of the facts 
which the petitioner believes justifies 
the addition or deletion of the sub-
stance from paragraphs (a) or (b) of 
this section; 

(5) The date of the petition. 
(f) The Administrator may require 

the petitioner to submit such docu-
ments or written statements of fact 
relevant to the petition as he deems 
necessary in making a determination. 

(g) Within a reasonable period of 
time after the receipt of the petition, 
the Administrator shall notify the pe-
titioner of his decision and the reason 
therefor. The Administrator need not 
accept a petition if any of the require-
ments prescribed in paragraph (e) of 
this section or requested pursuant to 
paragraph (f) of this section are lack-
ing or are not clearly set forth as to be 
readily understood. If the petitioner 
desires, he may amend and resubmit 
the petition to meet the requirements 
of paragraphs (e) and (f) of this section. 

(h) If a petition is granted or the Ad-
ministrator, upon his own motion, pro-
poses to add or delete substances as 

listed chemicals as set forth in para-
graph (c) of this section, he shall issue 
and publish in the FEDERAL REGISTER a 
proposal to add or delete a substance as 
a listed chemical. The Administrator 
shall permit any interested person to 
file written comments regarding the 
proposal within 30 days of the date of 
publication of his order in the FEDERAL 
REGISTER. The Administrator will con-
sider any comments filed by interested 
persons and publish a final rule in ac-
cordance with his decision in the mat-
ter. 

[54 FR 31665, Aug. 1, 1989, as amended at 56 
FR 48733, Sept. 26, 1991; 57 FR 43615, Sept. 22, 
1992; 60 FR 19510, Apr. 19, 1995; 60 FR 32460, 
June 22, 1995; 62 FR 5917, Feb. 10, 1997; 65 FR 
21647, Apr. 24, 2000; 65 FR 47316, Aug. 2, 2000; 
66 FR 52675, Oct. 17, 2001; 71 FR 60826, Oct. 17, 
2006; 72 FR 20046, Apr. 23, 2007; 72 FR 35391, 
July 2, 2007; 72 FR 40238, July 24, 2007; 76 FR 
17781, Mar. 31, 2011] 

§ 1310.03 Persons required to keep 
records and file reports. 

(a) Each regulated person who en-
gages in a regulated transaction in-
volving a listed chemical, a tableting 
machine, or an encapsulating machine 
shall keep a record of the transaction 
as specified by § 1310.04 and file reports 
as specified by § 1310.05. However, a 
non-regulated person who acquires list-
ed chemicals for internal consumption 
or ‘‘end use’’ and becomes a regulated 
person by virtue of infrequent or rare 
distribution of a listed chemical from 
inventory, shall not be required to 
maintain receipt records of listed 
chemicals under this section. 

(b) Each regulated person who manu-
factures a List I or List II chemical 
shall file reports regarding such manu-
facture as specified in Section 1310.05. 

(c) Each regulated person who en-
gages in a transaction with a nonregu-
lated person or who engages in an ex-
port transaction that involves ephed-
rine, pseudoephedrine, phenyl-
propanolamine, or gamma-hydroxy-
butyric acid, including drug products 
containing these chemicals, and uses or 
attempts to use the Postal Service or 
any private or commercial carrier 
must file monthly reports of each such 
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transaction as specified in § 1310.05 of 
this part. 

[54 FR 31665, Aug. 1, 1989, as amended at 56 
FR 8277, Feb. 28, 1991; 61 FR 14023, Mar. 29, 
1996; 67 FR 14861, Mar. 28, 2002; 68 FR 57804, 
Oct. 7, 2003; 70 FR 294, Jan. 4, 2005] 

§ 1310.04 Maintenance of records. 
(a) Every record required to be kept 

subject to § 1310.03 for a List I chem-
ical, a tableting machine, or an encap-
sulating machine shall be kept by the 
regulated person for 2 years after the 
date of the transaction. 

(b) Every record required to be kept 
subject to Section 1310.03 for List II 
chemical shall be kept by the regulated 
person for two years after the date of 
the transaction. 

(c) A record under this section shall 
be kept at the regulated person’s place 
of business where the transaction oc-
curred, except that records may be 
kept at a single, central location of the 
regulated person if the regulated per-
son has notified the Administration of 
the intention to do so. Written notifi-
cation must be submitted by registered 
or certified mail, return receipt re-
quested, to the Special Agent in Charge 
of the DEA Divisional Office for the 

area in which the records are required 
to be kept. 

(d) The records required to be kept 
under this section shall be readily re-
trievable and available for inspection 
and copying by authorized employees 
of the Administration under the provi-
sions of 21 U.S.C. 880. 

(e) The regulated person with more 
than one place of business where 
records are required to be kept shall 
devise a system to detect any party 
purchasing from several individual lo-
cations of the regulated person thereby 
seeking to avoid the application of the 
cumulative threshold or evading the 
requirements of the Act. 

(f) For those listed chemicals for 
which thresholds have been estab-
lished, the quantitative threshold or 
the cumulative amount for multiple 
transactions within a calendar month, 
to be utilized in determining whether a 
receipt, sale, importation or expor-
tation is a regulated transaction is as 
follows: 

(1) List I chemicals: 
(i) Except as provided in paragraph 

(f)(1)(ii) of this section, the following 
thresholds have been established for 
List I chemicals. 

Code Chemical Threshold by base weight 

8522 .................... N-Acetylanthranilic acid, its esters, and its salts .................................... 40 kilograms. 
8530 .................... Anthranilic acid, its esters, and its salts ................................................. 30 kilograms. 
8256 .................... Benzaldehyde .......................................................................................... 4 kilograms. 
8735 .................... Benzyl cyanide ........................................................................................ 1 kilogram. 
8675 .................... Ergonovine and its salts .......................................................................... 10 grams. 
8676 .................... Ergotamine and its salts ......................................................................... 20 grams. 
8678 .................... Ethylamine and its salts .......................................................................... 1 kilogram. 
6695 .................... Hydriodic acid .......................................................................................... 1.7 kilograms (or 1 liter by vol-

ume). 
8704 .................... Isosafrole ................................................................................................. 4 kilograms. 
8520 .................... Methylamine and its salts ....................................................................... 1 kilogram. 
8502 .................... 3,4–Methylenedioxyphenyl-2-propanone ................................................ 4 kilograms. 
8115 .................... N–Methylephedrine, its salts, optical isomers, and salts of optical iso-

mers.
1 kilogram. 

8119 .................... N–Methylpseudoephedrine, its salts, optical isomers, and salts of opti-
cal isomers.

1 kilogram. 

6724 .................... Nitroethane .............................................................................................. 2.5 kilograms. 
8317 .................... Norpseudoephedrine, its salts, optical isomers, and salts of optical iso-

mers.
2.5 kilograms. 

8791 .................... Phenylacetic acid, its esters, and its salts .............................................. 1 kilogram. 
2704 .................... Piperidine and its salts ............................................................................ 500 grams. 
8750 .................... Piperonal (also called heliotropine) ......................................................... 4 kilograms. 
8328 .................... Propionic anhydride ................................................................................. 1 gram. 
8323 .................... Safrole ..................................................................................................... 4 kilograms. 

(ii) For List I chemicals that are con-
tained in scheduled listed chemical 
products as defined in § 1300.02 of this 
chapter, the thresholds established in 

paragraph (g) of this section apply only 
to non-retail distribution, import, and 
export. Sales of these products at retail 
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are subject to the requirements of part 
1314 of this chapter. 

(2) List II Chemicals: 
(i) Imports and Exports 

Chemical Threshold by volume Threshold by weight 

(A) Acetic anhydride ............................................................................... 250 gallons ....................... 1,023 kilograms. 
(B) Acetone ............................................................................................. 500 gallons ....................... 1,500 kilograms. 
(C) Benzyl chloride ................................................................................. N/A .................................... 4 kilograms. 
(D) Ethyl ether ......................................................................................... 500 gallons ....................... 1,364 kilograms. 
(E) Potassium permanganate ................................................................. N/A .................................... 500 kilograms. 
(F) 2-Butanone (MEK) ............................................................................ 500 gallons ....................... 1,455 kilograms. 
(G) Toluene ............................................................................................. 500 gallons ....................... 1,591 kilograms. 
(H) Sodium permanganate ..................................................................... N/A .................................... 500 kilograms 

(ii) Domestic Sales 

Chemical Threshold by volume Threshold by weight 

(A) Acetic anhydride ............................................................................... 250 gallons ....................... 1,023 kilograms. 
(B) Acetone ............................................................................................. 50 gallons ......................... 150 kilograms. 
(C) Benzyl chloride ................................................................................. N/A .................................... 1 kilogram. 
(D) Ethyl ether ......................................................................................... 50 gallons ......................... 135.8 kilograms. 
(E) Potassium permanganate ................................................................. N/A .................................... 55 kilograms. 
(F) 2-Butanone (MEK) ............................................................................ 50 gallons ......................... 145 kilograms. 
(G) Toluene ............................................................................................. 50 gallons ......................... 159 kilograms. 
(H) Anhydrous Hydrogen chloride .......................................................... N/A .................................... 0.0 kilograms. 
(I) Sodium permanganate ....................................................................... N/A .................................... 55 kilograms 

(iii) The cumulative threshold is not 
applicable to domestic sales of Ace-
tone, 2-Butanone (MEK), and Toluene. 

(iv) Exports, Transshipments and 
International Transactions to Des-
ignated Countries as Set Forth in 
§ 1310.08(b). 

Chemical Threshold by 
volume 

Threshold by 
weight 

(A) Hydrochloric acid 50 gallons 
(1) Anhydrous 

Hydrogen chlo-
ride.

........................... 27 kilograms. 

(B) Sulfuric acid ........ 50 gallons 

(v) Export and International Trans-
actions to Designated Countries, and 
Importations for Transshipment or 
Transfer to Designated Countries 

Chemical Threshold by 
volume 

Threshold by 
weight 

(A) Methyl Isobutyl 
Ketone (MIBK).

500 gallons ....... 1523 kilograms. 

(B) Reserved. 

(g) For listed chemicals for which no 
thresholds have been established, the 
size of the transaction is not a factor 
in determining whether the trans-
action meets the definition of a regu-
lated transaction as set forth in 
§ 1300.02 of this chapter. All such trans-
actions, regardless of size, are subject 

to recordkeeping and reporting require-
ments as set forth in this part and no-
tification provisions as set forth in 
part 1313 of this chapter. 

(1) Listed chemicals for which no 
thresholds have been established: 

(i) Ephedrine, its salts, optical iso-
mers, and salts of optical isomers; 

(ii) Ergocristine and its salts 
(iii) Gamma-Butyrolactone (Other 

names include: GBL; Dihydro-2(3H)- 
furanone; 1,2-Butanolide; 1,4- 
Butanolide; 4-Hydroxybutanoic acid 
lactone; gamma-hydroxybutyric acid 
lactone) 

(iv) Hypophosphorous acid and its 
salts (including ammonium 
hypophosphite, calcium hypophosphite, 
iron hypophosphite, potassium 
hypophosphite, manganese 
hypophosphite, magnesium 
hypophosphite, and sodium 
hypophosphite) 

(v) Iodine 
(vi) N-phenethyl-4-piperidone (NPP) 
(vii) Pseudoephedrine, its salts, opti-

cal isomers, and salts of optical iso-
mers 

(viii) Phenylpropanolamine, its salts, 
optical isomers, and salts of optical 
isomers 

(ix) Red phosphorus 
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(x) White phosphorus (Other names: 
Yellow Phosphorus) 

(2) [Reserved] 
(h) The thresholds and conditions in 

paragraphs (f) and (g) of this section 
will apply to transactions involving 
regulated chemical mixtures. For pur-
poses of determining whether the 
weight or volume of a chemical mix-
ture meets or exceeds the applicable 
quantitative threshold, the following 
rules apply: 

(1) For chemical mixtures containing 
List I chemicals or List II chemicals 
other than those in paragraph (h)(2) of 
this section, the threshold is deter-
mined by the weight of the listed 
chemical in the chemical mixture. 

(2) For the List II chemicals acetone, 
ethyl ether, 2-butanone, toluene, and 
methyl isobutyl ketone, the threshold 
is determined by the weight of the en-
tire chemical mixture. 

(3) If two or more listed chemicals 
are present in a chemical mixture, and 
the quantity of any of these chemicals 
equals or exceeds the threshold appli-
cable to that chemical, then the trans-
action is regulated. 

[54 FR 31665, Aug. 1, 1989] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 1310.04, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.fdsys.gov. 

§ 1310.05 Reports. 
(a) Each regulated person shall re-

port to the Special Agent in Charge of 
the DEA Divisional Office for the area 
in which the regulated person making 
the report is located, as follows: 

(1) Any regulated transaction involv-
ing an extraordinary quantity of a list-
ed chemical, an uncommon method of 
payment or delivery, or any other cir-
cumstance that the regulated person 
believes may indicate that the listed 
chemical will be used in violation of 
this part. 

(2) Any proposed regulated trans-
action with a person whose description 
or other identifying characteristic the 
Administration has previously fur-
nished to the regulated person. 

(3) Any unusual or excessive loss or 
disappearance of a listed chemical 
under the control of the regulated per-
son. The regulated person responsible 

for reporting a loss in-transit is the 
supplier. 

(4) Any domestic regulated trans-
action in a tableting machine or an en-
capsulating machine. 

(b) Each report submitted pursuant 
to paragraph (a) of this section shall, 
whenever possible, be made orally to 
the DEA Divisional Office for the area 
in which the regulated person making 
the report is located at the earliest 
practicable opportunity after the regu-
lated person becomes aware of the cir-
cumstances involved and as much in 
advance of the conclusion of the trans-
action as possible. Written reports of 
transactions listed in paragraphs (a)(1), 
(a)(3) and (a)(4) of this section will sub-
sequently be filed as set forth in 
§ 1310.06 within 15 days after the regu-
lated person becomes aware of the cir-
cumstances of the event. A transaction 
may not be completed with a person 
whose description or identifying char-
acteristic has previously been fur-
nished to the regulated person by the 
Administration unless the transaction 
is approved by the Administration. 

(c) Each regulated person who im-
ports or exports a tableting machine, 
or encapsulation machine, shall file a 
report (not a 486) of such importation 
or exportation with the Import/Export 
Unit, Drug Enforcement Administra-
tion, on or before the date of importa-
tion or exportation. See the Table of 
DEA Mailing Addresses in § 1321.01 of 
this chapter for the current mailing ad-
dress. In order to facilitate the impor-
tation or exportation of any tableting 
machine or encapsulating machine and 
implement the purpose of the Act, reg-
ulated persons may wish to report to 
the Administration as far in advance as 
possible. A copy of the report may be 
transmitted directly to the Drug En-
forcement Administration through 
electronic facsimile media. Any 
tableting machine or encapsulating 
machine may be imported or exported 
if that machine is needed for medical, 
commercial, scientific, or other legiti-
mate uses. However, an importation or 
exportation of a tableting machine or 
encapsulating machine may not be 
completed with a person whose descrip-
tion or identifying characteristic has 
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previously been furnished to the regu-
lated person by the Administration un-
less the transaction is approved by the 
Administration. 

(d) Each regulated bulk manufac-
turer of a listed chemical shall submit 
manufacturing, inventory and use data 
on an annual basis as set forth in 
§ 1310.06(h). This data shall be sub-
mitted annually to the Drug and Chem-
ical Evaluation Section, Drug Enforce-
ment Administration, on or before the 
15th day of March of the year imme-
diately following the calendar year for 
which submitted. See the Table of DEA 
Mailing Addresses in § 1321.01 of this 
chapter for the current mailing ad-
dress. A business entity which manu-
factures a listed chemical may elect to 
report separately by individual loca-
tion or report as an aggregate amount 
for the entire business entity provided 
that they inform the DEA of which 
method they will use. This reporting 
requirement does not apply to drug or 
other products which are exempted 
under paragraphs (1)(iv) or (1)(v) of the 
definition of regulated transaction in 
§ 1300.02 of this chapter except as set 
forth in § 1310.06(h)(5). Bulk manufac-
turers that produce a listed chemical 
solely for internal consumption shall 
not be required to report for that listed 
chemical. For purposes of these report-
ing requirements, internal consump-
tion shall consist of any quantity of a 
listed chemical otherwise not available 
for further resale or distribution. Inter-
nal consumption shall include (but not 
be limited to) quantities used for qual-
ity control testing, quantities con-
sumed in-house or production losses. 
Internal consumption does not include 
the quantities of a listed chemical con-
sumed in the production of exempted 
products. If an existing standard indus-
try report contains the information re-
quired in § 1310.06(h) and such informa-
tion is separate or readily retrievable 
from the report, that report may be 
submitted in satisfaction of this re-
quirement. Each report shall be sub-
mitted to the DEA under company let-
terhead and signed by an appropriate, 
responsible official. For purposes of 
this paragraph only, the term regu-
lated bulk manufacturer of a listed 
chemical means a person who manufac-
tures a listed chemical by means of 

chemical synthesis or by extraction 
from other substances. The term bulk 
manufacturer does not include persons 
whose sole activity consists of the re-
packaging or relabeling of listed chem-
ical products or the manufacture of 
drug dosage form products which con-
tain a listed chemical. 

(e) Each regulated person required to 
report pursuant to § 1310.03(c) of this 
part shall either: 

(1) Submit a written report, con-
taining the information set forth in 
§ 1310.06(i) of this part, on or before the 
15th day of each month following the 
month in which the distributions took 
place. The report shall be submitted 
under company letterhead, signed by 
the person authorized to sign the reg-
istration application forms on behalf of 
the registrant, to the Import/Export 
Unit, Drug Enforcement Administra-
tion (see the Table of DEA Mailing Ad-
dresses in § 1321.01 of this chapter for 
the current mailing address); or 

(2) Upon request to and approval by 
the Administration, submit the report 
in electronic form, either via computer 
disk or direct electronic data trans-
mission, in such form as the Adminis-
tration shall direct. Requests to sub-
mit reports in electronic form should 
be submitted to the Import/Export 
Unit, Drug Enforcement Administra-
tion. See the Table of DEA Mailing Ad-
dresses in § 1321.01 of this chapter for 
the current mailing address. 

(f) Except as provided in paragraph 
(g) of this section, the following dis-
tributions to nonregulated persons, and 
the following export transactions, are 
not subject to the reporting require-
ments in § 1310.03(c): 

(1) Distributions of sample packages 
of drug products when those packages 
contain not more than two solid dosage 
units or the equivalent of two dosage 
units in liquid form, not to exceed 10 
milliliters of liquid per package, and 
not more than one package is distrib-
uted to an individual or residential ad-
dress in any 30-day period. 

(2) Distributions of drug products by 
retail distributors that may not in-
clude face-to-face transactions to the 
extent that such distributions are con-
sistent with the activities authorized 
for a retail distributor as defined in 
§ 1300.02 of this chapter, except that 
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this paragraph does not apply to sales 
of scheduled listed chemical products 
at retail. 

(3) Distributions of drug products to 
a resident of a long term care facility 
or distributions of drug products to a 
long term care facility for dispensing 
to or for use by a resident of that facil-
ity. 

(4) Distributions of drug products in 
accordance with a valid prescription. 

(5) Exports which have been reported 
to the Administrator under §§ 1313.31 
and 1313.32 of this chapter or which are 
subject to a waiver granted under 
§ 1313.21 of this chapter. 

(g) The Administrator may revoke 
any or all of the exemptions listed in 
paragraph (f) of this section for an indi-
vidual regulated person if the Adminis-
trator finds that drug products distrib-
uted by the regulated person are being 
used in violation of the regulations in 
this chapter or the Controlled Sub-
stances Act. The Administrator will 
notify the regulated person of the rev-
ocation, as provided in § 1313.41(a) of 
this chapter. The revocation will be ef-
fective upon receipt of the notice by 
the person. The regulated person has 
the right to an expedited hearing re-
garding the revocation, as provided in 
§ 1313.56(a) of this chapter. 

[54 FR 31665, Aug. 1, 1989, as amended at 57 
FR 2461, Jan. 22, 1992; 61 FR 14024, Mar. 29, 
1996; 61 FR 17958, Apr. 23, 1996; 62 FR 13968, 
Mar. 24, 1997; 67 FR 14862, Mar. 28, 2002; 67 FR 
49569, July 31, 2002; 68 FR 57804, Oct. 7, 2003; 
71 FR 56024, Sept. 26, 2006; 75 FR 10680, Mar. 
9, 2010; 77 FR 4236, Jan. 27, 2012] 

§ 1310.06 Content of records and re-
ports. 

(a) Each record required by § 1310.03 
shall include the following: 

(1) The name, address, and, if re-
quired, DEA registration number of 
each party to the regulated trans-
action. 

(2) The date of the regulated trans-
action. 

(3) The name, quantity and form of 
packaging of the listed chemical or a 
description of the tableting machine or 
encapsulating machine (including 
make, model and serial number). 

(4) The method of transfer (company 
truck, picked up by customer, etc.). 

(5) The type of identification used by 
the purchaser and any unique number 
on that identification. 

(b) For purposes of this section, nor-
mal business records shall be consid-
ered adequate if they contain the infor-
mation listed in paragraph (a) of this 
section and are readily retrievable 
from other business records of the reg-
ulated person. For prescription drug 
products, prescription and hospital 
records kept in the normal course of 
medical treatment shall be considered 
adequate for satisfying the require-
ments of paragraph (a) of this section 
with respect to dispensing to patients, 
and records required to be maintained 
pursuant to the Federal Food and Drug 
Administration regulations relating to 
the distribution of prescription drugs, 
as set forth in 21 CFR part 205, shall be 
considered adequate for satisfying the 
requirements of paragraph (a) of this 
section with respect to distributions. 

(c) Each report required by Section 
1310.05(a) shall include the information 
as specified by Section 1310.06(a) and, 
where obtainable, the registration 
number of the other party, if such 
party is registered. A report submitted 
pursuant to § 1310.05(a)(1) or (a)(4) must 
also include a description of the cir-
cumstances leading the regulated per-
son to make the report, such as the 
reason that the method of payment 
was uncommon or the loss unusual. If 
the report is for a loss or disappearance 
under § 1310.05(a)(4), the circumstances 
of such loss must be provided (in-tran-
sit, theft from premises, etc.) 

(d) A suggested format for the re-
ports is provided below: 

Supplier: 

Registration Number llllllllllll

Name llllllllllllllllllll

Business Address llllllllllllll

City lllllllllllllllllllll

State llllllllllllllllllll

Zip lllllllllllllllllllll

Business Phone lllllllllllllll

Purchaser: 

Registration Number llllllllllll

Name llllllllllllllllllll

Business Address llllllllllllll

City lllllllllllllllllllll

State llllllllllllllllllll

Zip lllllllllllllllllllll

Business Phone lllllllllllllll

Identification llllllllllllllll
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Shipping Address (if different than purchaser 
Address): 
Street llllllllllllllllllll

City lllllllllllllllllllll

State llllllllllllllllllll

Zip lllllllllllllllllllll

Date of Shipment llllllllllllll

Name of Listed Chemical(s) lllllllll

Quantity and Form of Packaging llllll

Description of Machine: 
Make llllllllllllllllllll

Model llllllllllllllllllll

Serial # lllllllllllllllllll

Method of Transfer lllllllllllll

If Loss or Disappearance: 

Date of Loss lllllllllllllllll

Type of Loss llllllllllllllll

Description of Circumstances llllllll

(e) Each report of an importation of a 
tableting machine or an encapsulating 
machine required by § 1310.05(c) shall 
include the following information: 

(1) The name, address, telephone 
number, and, where available, the fac-
simile number of the regulated person; 
the name, address, telephone number, 
and, where available, the facsimile 
number of the import broker or for-
warding agent, if any: 

(2) The description of each machine 
(including make, model, and serial 
number) and the number of machines 
being received; 

(3) The proposed import date, and the 
first U.S. Customs Port of Entry; and 

(4) The name, address, telephone 
number, and, where available, the fac-
simile number of the consignor in the 
foreign country of exportation. 

(f) Each report of an exportation of a 
tableting machine or an encapsulating 
machine required by § 1310.05(c) shall 
include the following information: 

(1) The name, address, telephone 
number, and, where available, the fac-
simile number of the regulated person; 
the name, address, telephone number, 
and, where available, the facsimile 
number of the export broker, if any: 

(2) The description of each machine 
(including make, model, and serial 
number) and the number of machines 
being shipped; 

(3) The proposed export date, the U.S. 
Customs Port of exportation, and the 
foreign Port of Entry; and 

(4) The name, address, telephone 
number, and, where available, the fac-
simile number of the consignee in the 
country where the shipment is des-

tined; the name(s) and address(es) of 
any intermediate consignee(s). 

(g) Declared exports of machines 
which are refused, rejected, or other-
wise deemed undeliverable may be re-
turned to the U.S. exporter of record. A 
brief written report outlining the cir-
cumstances must be sent to the Im-
port/Export Unit, Drug Enforcement 
Administration, following the return 
within a reasonable time. See the 
Table of DEA Mailing Addresses in 
§ 1321.01 of this chapter for the current 
mailing address. This provision does 
not apply to shipments that have 
cleared foreign customs, been deliv-
ered, and accepted by the foreign con-
signee. Returns to third parties in the 
United States will be regarded as im-
ports. 

(h) Each annual report required by 
Section 1310.05(d) shall provide the fol-
lowing information for each listed 
chemical manufactured: 

(1) The name, address and chemical 
registration number (if any) of the 
manufacturer and person to contact for 
information. 

(2) The aggregate quantity of each 
listed chemical that the company man-
ufactured during the preceding cal-
endar year. 

(3) The year-end inventory of each 
listed chemical as of the close of busi-
ness on the 31st day of December of 
each year. (For each listed chemical, if 
the prior period’s ending inventory has 
not previously been reported to DEA, 
this report should also detail the begin-
ning inventory for the period.) For pur-
poses of this requirement, inventory 
shall reflect the quantity of listed 
chemicals, whether in bulk or non-ex-
empt product form, held in storage for 
later distribution. Inventory does not 
include waste material for destruction, 
material stored as an in-process inter-
mediate or other in-process material. 

(4) The aggregate quantity of each 
listed chemical used for internal con-
sumption during the preceding cal-
endar year, unless the chemical is pro-
duced solely for internal consumption. 

(5) The aggregate quantity of each 
listed chemical manufactured which 
becomes a component of a product ex-
empted from paragraphs (1)(iv) or (1)(v) 
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of the definition of regulated trans-
action in § 1300.02 of this chapter during 
the preceding calendar year. 

(6) Data shall identify the specific 
isomer, salt or ester when applicable 
but quantitative data shall be reported 
as anhydrous base or acid in kilogram 
units of measure. 

(i) Each monthly report required by 
§ 1310.05(e) of this part shall provide the 
following information for each dis-
tribution: 

(1) Supplier name and registration 
number. 

(2) Purchaser’s name and address. 
(3) Name/address shipped to (if dif-

ferent from purchaser’s name/address). 
(4) Name of the chemical and total 

amount shipped (i.e., Pseudoephedrine, 
250 grams). 

(5) Date of shipment. 
(6) Product name (if drug product). 
(7) Dosage form (if drug product) (i.e., 

pill, tablet, liquid). 
(8) Dosage strength (if drug product) 

(i.e., 30mg, 60mg, per dose etc.). 
(9) Number of dosage units (if drug 

product) (100 doses per package). 
(10) Package type (if drug product) 

(bottle, blister pack, etc.). 
(11) Number of packages (if drug 

product) (10 bottles). 
(12) Lot number (if drug product). 
(j) Information provided in reports 

required by § 1310.05(e) of this part 
which is exempt from disclosure under 
section 552(a) of Title 5, by reason of 
section 552(b)(6) of Title 5, will be pro-
vided the same protections from disclo-
sure as are provided in section 310(c) of 
the Act (21 U.S.C. 830(c)) for confiden-
tial business information. 

[54 FR 31665, Aug. 1, 1989, as amended at 57 
FR 2462, Jan. 22, 1992; 59 FR 51364, Oct. 11, 
1994; 60 FR 32461, June 22, 1995; 61 FR 14024, 
Mar. 29, 1996; 61 FR 32926, June 26, 1996; 67 FR 
14862, Mar. 28, 2002; 67 FR 49569, July 31, 2002; 
75 FR 10681, Mar. 9, 2010; 77 FR 4236, Jan. 27, 
2012] 

§ 1310.07 Proof of identity. 
(a) Each regulated person who en-

gages in a regulated transaction must 
identify the other party to the trans-
action. For domestic transaction, this 
shall be accomplished by having the 
other party present documents which 
would verify the identity, or registra-
tion status if a registrant, of the other 

party to the regulated person at the 
time the order is placed. For export 
transactions, this shall be accom-
plished by good faith inquiry through 
reasonably available research docu-
ments or publicly available informa-
tion which would indicate the exist-
ence of the foreign customer. No proof 
of identity is required for foreign sup-
pliers. 

(b) The regulated person must verify 
the existence and apparent validity of 
a business entity ordering a listed 
chemical, tableting machine or encap-
sulating machine. For domestic trans-
actions, this may be accomplished by 
such methods as checking the tele-
phone directory, the local credit bu-
reau, the local Chamber of Commerce 
or the local Better Business Bureau, or, 
if the business entity is a registrant, 
by verification of the registration. For 
export transactions, a good faith in-
quiry to verify the existence and appar-
ent validity of a foreign business entity 
may be accomplished by such methods 
as verifying the business telephone 
listing through international telephone 
information, the firm’s listing in inter-
national or foreign national chemical 
directories or other commerce direc-
tories or trade publications, confirma-
tion through foreign subsidiaries of the 
U.S. regulated person, verification 
through the country of destination’s 
embassy Commercial Attache, or offi-
cial documents provided by the pur-
chaser which confirm the existence and 
apparent validity of the business enti-
ty. 

(c) When transacting business with a 
new representative of a firm, the regu-
lated person must verify the claimed 
agency status of the representative. 

(d) For sales to individuals or cash 
purchasers, the type of documents and 
other evidence of proof must consist of 
at least a signature of the purchaser, a 
driver’s license and one other form of 
identification. Any exports to individ-
uals or exports paid in cash are suspect 
and should be handled as such. For 
such exports, the regulated person 
shall diligently obtain from the pur-
chaser or independently seek to con-
firm clear documentation which proves 
the person is properly identified such 
as through foreign identity documents, 
driver’s license, passport information 
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and photograph, etc. Any regulated 
person who fails to adequately prove 
the identity of the other party to the 
transaction may be subject to the spe-
cific penalties provided for violations 
of law related to regulated trans-
actions in listed chemicals. 

(e) For a new customer who is not an 
individual or cash customer, the regu-
lated person shall establish the iden-
tity of the authorized purchasing agent 
or agents and have on file that person’s 
signature, electronic password, or 
other identification. Once the author-
ized purchasing agent has been estab-
lished, the agent list may be updated 
annually rather than on each order. 
The regulated person must ensure that 
shipments are not made unless the 
order is placed by an authorized agent 
of record. 

(f) With respect to electronic orders, 
the identity of the purchaser shall con-
sist of a computer password, identifica-
tion number or some other means of 
identification consistent with elec-
tronic orders and with § 1310.07(e). 

[54 FR 31665, Aug. 1, 1989, as amended at 60 
FR 32461, June 22, 1995] 

§ 1310.08 Excluded transactions. 
Pursuant to 21 U.S.C. 802(39)(A)(iii), 

regulation of the following trans-
actions has been determined to be un-
necessary for the enforcement of the 
Chemical Diversion and Trafficking 
Act and, therefore, they have been ex-
cluded from the definitions of regu-
lated transactions: 

(a) Domestic and import transactions 
of hydrochloric and sulfuric acids but 
not including anhydrous hydrogen 
chloride. 

(b) Exports, transshipments, and 
international transactions of hydro-
chloric (including anhydrous hydrogen 
chloride) and sulfuric acids, except for 
exports, transshipments and inter-
national transactions to the following 
countries: 

(1) Argentina 
(2) Bolivia 
(3) Brazil 
(4) Chile 
(5) Colombia 
(6) Ecuador 
(7) French Guiana 
(8) Guyana 
(9) Panama 

(10) Paraguay 
(11) Peru 
(12) Suriname 
(13) Uruguay 
(14) Venezuela 
(c) Domestic transactions of Methyl 

Isobutyl Ketone (MIBK). 
(d) Import transactions of Methyl 

Isobutyl Ketone (MIBK) destined for 
the United States. 

(e) Export transactions, inter-
national transactions, and import 
transactions for transshipment or 
transfer of Methyl Isobutyl Ketone 
(MIBK) destined for Canada or any 
country outside of the Western Hemi-
sphere. 

(f) Domestic and international trans-
actions of Lugol’s Solution (consisting 
of 5 percent iodine and 10 percent po-
tassium iodide in an aqueous solution) 
in original manufacturer’s packaging 
of one-fluid-ounce (30 milliliters) or 
less, and no greater than one package 
per transaction. 

(g) Import transactions of anhydrous 
hydrogen chloride. 

(h) Domestic distribution of anhy-
drous hydrogen chloride weighing 
12,000 pounds (net weight) or more in a 
single container. 

(i) Domestic distribution of anhy-
drous hydrogen chloride by pipeline. 

(j) Domestic and international return 
shipments of reusable containers from 
customer to producer containing resid-
ual quantities of red phosphorus or 
white phosphorus in rail cars and inter-
modal tank containers which conform 
to International Standards Organiza-
tion specifications (with capacities 
greater than or equal to 2,500 gallons in 
a single container). 

(k) Domestic, import, and export dis-
tributions of gamma-butyrolactone 
weighing 4,000 kilograms (net weight) 
or more in a single container. 

(l) Domestic and import transactions 
in chemical mixtures that contain ace-
tone, ethyl ether, 2-butanone, and/or 
toluene, unless regulated because of 
being formulated with other List I or 
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List II chemical(s) above the con-
centration limit. 

[57 FR 43615, Sept. 22, 1992, as amended at 60 
FR 19510, Apr. 19, 1995; 60 FR 32461, June 22, 
1995; 62 FR 13968, Mar. 24, 1997; 65 FR 47316, 
Aug. 2, 2000; 66 FR 52675, Oct. 17, 2001; 68 FR 
37414, June 24, 2003; 68 FR 53292, Sept. 10, 2003; 
69 FR 74971, Dec. 15, 2004; 72 FR 10928, Mar. 12, 
2007; 72 FR 35931, July 2, 2007] 

§ 1310.09 Temporary exemption from 
registration. 

(a) Each person required by section 
302 of the act (21 U.S.C. 822) to obtain a 
registration to distribute, import, or 
export a combination ephedrine prod-
uct is temporarily exempted from the 
registration requirement, provided 
that the person submits a proper appli-
cation for registration on or before 
July 12, 1997. The exemption will re-
main in effect for each person who has 
made such application until the Ad-
ministration has approved or denied 
that application. This exemption ap-
plies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 

(b) Each person required by section 
302 of the Act (21 U.S.C. 822) to obtain 
a registration to distribute, import, or 
export a drug product that contains 
pseudoephedrine or phenylpropanola-
mine that is regulated pursuant to 
paragraph (1)(iv) of the definition of 
regulated transaction in § 1300.02 of this 
chapter is temporarily exempted from 
the registration requirement, provided 
that the person submits a proper appli-
cation for registration on or before De-
cember 3, 1997.The exemption will re-
main in effect for each person who has 
made such application until the Ad-
ministration has approved or denied 
that application. This exemption ap-
plies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 

(c) Each person required by section 
302 of the act (21 U.S.C. 822) to obtain a 
registration to distribute, import, or 
export GBL is temporarily exempted 
from the registration requirement, pro-
vided that the DEA receives a proper 
application for registration on or be-
fore July 24, 2000. The exemption will 
remain in effect for each person who 

has made such application until the 
Administration has approved or denied 
that application. This exemption ap-
plies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 

(d) Each person required by section 
302 of the Act (21 U.S.C. 822) to obtain 
a registration to distribute, import, or 
export the List I chemicals red phos-
phorus, white phosphorus, and 
hypophosphorous acid (and its salts), is 
temporarily exempted from the reg-
istration requirement, provided that 
the person submits a proper applica-
tion for registration on or before De-
cember 17, 2001. The exemption will re-
main in effect for each person who has 
made such application until the Ad-
ministration has approved or denied 
that application. This exemption ap-
plies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 

(e) Each person required by section 
302 of the Act (21 U.S.C. 822) to obtain 
a registration to distribute, import, or 
export regulated chemical mixtures 
which contain ephedrine, N- 
methylephedrine, N- 
methylpseudoephedrine, 
norpseudoephedrine, phenylpropanola-
mine, and/or pseudoephedrine, pursu-
ant to §§ 1310.12 and 1310.13, is tempo-
rarily exempted from the registration 
requirement, provided that DEA re-
ceives a proper application for registra-
tion or application for exemption on or 
before June 30, 2003. The exemption 
will remain in effect for each person 
who has made such application until 
the Administration has approved or de-
nied that application. This exemption 
applies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 
Any person who distributes, imports or 
exports a chemical mixture whose ap-
plication for exemption is subsequently 
denied by DEA must obtain a registra-
tion with DEA. A temporary exemption 
from the registration requirement will 
also be provided for these persons, pro-
vided that DEA receives a properly 
completed application for registration 
on or before 30 days following the date 
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of official DEA notification that the 
application for exemption has not been 
approved. The temporary exemption 
for such persons will remain in effect 
until DEA takes final action on their 
registration application. 

(f) Except for chemical mixtures con-
taining the listed chemicals in para-
graph (e) of this section, each person 
required by section 302 of the Act (21 
U.S.C. 822) to obtain a registration to 
distribute, import, or export regulated 
chemical mixtures, pursuant to 
§§ 1310.12 and 1310.13, is temporarily ex-
empted from the registration require-
ment, provided that DEA receives a 
proper application for registration or 
application for exemption on or before 
February 14, 2005. The exemption will 
remain in effect for each person who 
has made such application until the 
Administration has approved or denied 
that application. This exemption ap-
plies only to registration; all other 
chemical control requirements set 
forth in parts 1309, 1310, and 1313 of this 
chapter remain in full force and effect. 

(g) Any person who distributes, im-
ports, or exports a chemical mixture 
whose application for exemption is sub-
sequently denied by DEA must obtain a 
registration with DEA. A temporary 
exemption from the registration re-
quirement will also be provided for 
these persons, provided that DEA re-
ceives a properly completed applica-
tion for registration on or before 30 
days following the date of official DEA 
notification that the application for 
exemption has not been approved. The 
temporary exemption for such persons 
will remain in effect until DEA takes 
final action on their registration appli-
cation. 

(h) Each person required under 21 
U.S.C. 822 and 21 U.S.C. 957 to obtain a 
registration to manufacture, dis-
tribute, import, or export regulated N- 
phenethyl-4-piperidone (NPP), includ-
ing regulated chemical mixtures pursu-
ant to § 1310.12, is temporarily exempt-
ed from the registration requirement, 
provided that DEA receives a proper 
application for registration or applica-
tion for exemption for a chemical mix-
ture containing NPP pursuant to 
§ 1310.13 on or before June 22, 2007. The 
exemption will remain in effect for 
each person who has made such appli-

cation until the Administration has ap-
proved or denied that application. This 
exemption applies only to registration; 
all other chemical control require-
ments set forth in the Act and parts 
1309, 1310, 1313, and 1316 of this chapter 
remain in full force and effect. Any 
person who manufactures, distributes, 
imports or exports a chemical mixture 
containing N-phenethyl-4-piperidone 
(NPP) whose application for exemption 
is subsequently denied by DEA must 
obtain a registration with DEA. A tem-
porary exemption from the registration 
requirement will also be provided for 
those persons whose application for ex-
emption are denied, provided that DEA 
receives a properly completed applica-
tion for registration on or before 30 
days following the date of official DEA 
notification that the application for 
exemption has been denied. The tem-
porary exemption for such persons will 
remain in effect until DEA takes final 
action on their registration applica-
tion. 

(i) Each person required by section 
302 of the Act (21 U.S.C. 822) to obtain 
a registration to manufacture, dis-
tribute, import, or export regulated io-
dine, including regulated iodine chem-
ical mixtures pursuant to §§ 1310.12 and 
1310.13, is temporarily exempted from 
the registration requirement, provided 
that the Administration receives a 
proper application for registration or 
application for exemption for a chem-
ical mixture containing iodine on or 
before August 31, 2007. The exemption 
will remain in effect for each person 
who has made such application until 
the Administration has approved or de-
nied that application. This exemption 
applies only to registration; all other 
chemical control requirements set 
forth in the Act and parts 1309, 1310, 
and 1313 of this chapter remain in full 
force and effect. Any person who dis-
tributes, imports, or exports a chem-
ical mixture containing iodine whose 
application for exemption is subse-
quently denied by the Administration 
must obtain a registration with the 
Administration. A temporary exemp-
tion from the registration requirement 
will also be provided for these persons, 
provided that the Administration re-
ceives a properly completed applica-
tion for registration on or before 30 
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days following the date of official Ad-
ministration notification that the ap-
plication for exemption has not been 
approved. The temporary exemption 
for such persons will remain in effect 
until the Administration takes final 
action on their registration applica-
tion. 

(j) Each person required by section 
302 of the Act (21 U.S.C. 822) to obtain 
a registration to manufacture, dis-
tribute, import, or export regulated 
chemical mixtures which contain 
ephedrine, and/or pseudoephedrine, pur-
suant to Sections 1310.12 and 1310.13, is 
temporarily exempted from the reg-
istration requirement, provided that 
DEA receives a properly completed ap-
plication for registration or applica-
tion for exemption on or before August 
24, 2007. The exemption will remain in 
effect for each person who has made 
such application until the Administra-
tion has approved or denied that appli-
cation. This exemption applies only to 
registration; all other chemical control 
requirements set forth in parts 1309, 
1310, 1313, and 1315 of this chapter re-
main in full force and effect. Any per-
son who manufactures, distributes, im-
ports, or exports a chemical mixture 
whose application for exemption is sub-
sequently denied by DEA must obtain a 
registration with DEA. A temporary 
exemption from the registration re-
quirement will also be provided for 
these persons, provided that DEA re-
ceives a properly completed applica-
tion for registration on or before 30 
days following the date of official DEA 
notification that the application for 
exemption has not been approved. The 
temporary exemption for such persons 
will remain in effect until DEA takes 
final action on their registration appli-
cation. 

(k)(1) Each person required by sec-
tions 302 or 1007 of the Act (21 U.S.C. 
822, 957) to obtain a registration to 
manufacture, distribute, import, or ex-
port regulated GBL-containing chem-
ical mixtures, pursuant to sections 
1310.12 and 1310.13, is temporarily ex-
empted from the registration require-
ment, provided that DEA receives a 
properly completed application for reg-
istration or application for exemption 
on or before July 29, 2010. The exemp-
tion will remain in effect for each per-

son who has made such application 
until the Administration has approved 
or denied that application. This exemp-
tion applies only to registration; all 
other chemical control requirements 
set forth in parts 1309, 1310, and 1313 of 
this chapter remain in full force and ef-
fect. 

(2) Any person who manufactures, 
distributes, imports or exports a GBL- 
containing chemical mixture whose ap-
plication for exemption is subsequently 
denied by DEA must obtain a registra-
tion with DEA. A temporary exemption 
from the registration requirement will 
also be provided for those persons 
whose applications for exemption are 
denied, provided that DEA receives a 
properly completed application for reg-
istration on or before 30 days following 
the date of official DEA notification 
that the application for exemption has 
been denied. The temporary exemption 
for such persons will remain in effect 
until DEA takes final action on their 
registration application. 

(l)(1) Each person required under sec-
tions 302 and 1007 of the Act (21 U.S.C. 
822, 957) to obtain a registration to 
manufacture, distribute, import, or ex-
port regulated ergocristine and its 
salts, including regulated chemical 
mixtures pursuant to § 1310.12, is tem-
porarily exempted from the registra-
tion requirement, provided that DEA 
receives a properly completed applica-
tion for registration or application for 
exemption for a chemical mixture con-
taining ergocristine and its salts pur-
suant to § 1310.13 on or before May 2, 
2011. The exemption will remain in ef-
fect for each person who has made such 
application until the Administration 
has approved or denied that applica-
tion. This exemption applies only to 
registration; all other chemical control 
requirements set forth in the Act and 
parts 1309, 1310, 1313, and 1316 of this 
chapter remain in full force and effect. 

(2) Any person who manufactures, 
distributes, imports, or exports a 
chemical mixture containing 
ergocristine and its salts whose appli-
cation for exemption is subsequently 
denied by DEA must obtain a registra-
tion with DEA. A temporary exemption 
from the registration requirement will 
also be provided for those persons 
whose applications for exemption are 
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denied, provided that DEA receives a 
properly completed application for reg-
istration on or before 30 days following 
the date of official DEA notification 
that the application for exemption has 
been denied. The temporary exemption 
for such persons will remain in effect 
until DEA takes final action on their 
registration application. 

(m)(1) Each person required by Sec-
tions 302 or 1007 of the Act (21 U.S.C. 
822, 957) to obtain a registration to 
manufacture, distribute, import, or ex-
port regulated chemical mixtures 
which contain red phosphorus, white 
phosphorus, hypophosphorous acid (and 
its salts), pursuant to §§ 1310.12 and 
1310.13, is temporarily exempted from 
the registration requirement, provided 
that DEA receives a properly com-
pleted application for registration or 
application for exemption on or before 
July 5, 2011. The exemption will remain 
in effect for each person who has made 
such application until the Administra-
tion has approved or denied that appli-
cation. This exemption applies only to 
registration; all other chemical control 
requirements set forth in parts 1309, 
1310, and 1313 of this chapter remain in 
full force and effect. 

(2) Any person who manufactures, 
distributes, imports, or exports a 
chemical mixture which contains red 
phosphorus, white phosphorus, 
hypophosphorous acid (and its salts) 
whose application for exemption is sub-
sequently denied by DEA must obtain a 
registration with DEA. A temporary 
exemption from the registration re-
quirement will also be provided for 
those persons whose applications are 
denied, provided that DEA receives a 
properly completed application for reg-
istration on or before 30 days following 
the date of official DEA notification 
that the application for exemption has 
not been approved. The temporary ex-
emption for such persons will remain 
in effect until DEA takes final action 
on their registration application. 

[62 FR 27693, May 21, 1997, as amended at 62 
FR 53960, Oct. 17, 1997; 65 FR 21647, Apr. 24, 
2000; 66 FR 52675, Oct. 17, 2001; 68 FR 23203, 
May 1, 2003; 69 FR 74971, Dec. 15, 2004; 72 FR 
20046, Apr. 23, 2007; 72 FR 35931, July 2, 2007; 
72 FR 40239, July 24, 2007; 72 FR 40744, July 25, 
2007; 75 FR 37306, June 29, 2010; 76 FR 17781, 
Mar. 31, 2011; 76 FR 31829, June 2, 2011; 77 FR 
4237, Jan. 27, 2012] 

§ 1310.10 Removal of the exemption of 
drugs distributed under the Federal 
Food, Drug and Cosmetic Act. 

(a) The Administrator may remove 
from exemption under paragraph (1)(iv) 
of the definition of regulated trans-
action in § 1300.02 of this chapter any 
drug or group of drugs that the Admin-
istrator finds is being diverted to ob-
tain a listed chemical for use in the il-
licit production of a controlled sub-
stance. In removing a drug or group of 
drugs from the exemption the Adminis-
trator shall consider: 

(1) The scope, duration, and signifi-
cance of the diversion; 

(2) Whether the drug or group of 
drugs is formulated in such a way that 
it cannot be easily used in the illicit 
production of a controlled substance; 
and 

(3) Whether the listed chemical can 
be readily recovered from the drug or 
group of drugs. 

(b) Upon determining that a drug or 
group of drugs should be removed from 
the exemption under paragraph (a) of 
this section, the Administrator shall 
issue and publish in the FEDERAL REG-
ISTER his proposal to remove the drug 
or group of drugs from the exemption, 
which shall include a reference to the 
legal authority under which the pro-
posal is based. The Administrator shall 
permit any interested person to file 
written comments on or objections to 
the proposal. After considering any 
comments or objections filed, the Ad-
ministrator shall publish in the FED-
ERAL REGISTER his final order. 

(c) The Administrator shall limit the 
removal of a drug or group of drugs 
from exemption under paragraph (a) of 
this section to the most identifiable 
type of the drug or group of drugs for 
which evidence of diversion exists un-
less there is evidence, based on the pat-
tern of diversion and other relevant 
factors, that the diversion will not be 
limited to that particular drug or 
group of drugs. 

(d) Any manufacturer seeking rein-
statement of a particular drug product 
that has been removed from an exemp-
tion may apply to the Administrator 
for reinstatement of the exemption for 
that particular drug product on the 
grounds that the particular drug prod-
uct is manufactured and distributed in 
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a manner that prevents diversion. In 
determining whether the exemption 
should be reinstated the Administrator 
shall consider: 

(1) The package sizes and manner of 
packaging of the drug product; 

(2) The manner of distribution and 
advertising of the drug product; 

(3) Evidence of diversion of the drug 
product; 

(4) Any actions taken by the manu-
facturer to prevent diversion of the 
drug product; and 

(5) Such other factors as are relevant 
to and consistent with the public 
health and safety, including the factors 
described in paragraph (a) of this sec-
tion as applied to the drug product. 

(e) Within a reasonable period of 
time after receipt of the application for 
reinstatement of the exemption, the 
Administrator shall notify the appli-
cant of his acceptance or non-accept-
ance of his application, and if not ac-
cepted, the reason therefor. If the ap-
plication is accepted for filing, the Ad-
ministrator shall issue and publish in 
the FEDERAL REGISTER his order on the 
reinstatement of the exemption for the 
particular drug product, which shall in-
clude a reference to the legal authority 
under which the order is based. This 
order shall specify the date on which it 
shall take effect. The Administrator 
shall permit any interested person to 
file written comments on or objections 
to the order. If any such comments 
raise significant issues regarding any 
finding of fact or conclusion of law 
upon which the order is based, the Ad-
ministrator shall immediately suspend 
the effectiveness of the order until he 
may reconsider the application in light 
of the comments and objections filed. 
Thereafter, the Administrator shall re-
instate, revoke, or amend his original 
order as he determines appropriate. 

(f) Unless the Administrator has evi-
dence that the drug product is being di-
verted, as determined by applying the 
factors set forth in paragraph (a) of 
this section, and the Administrator so 
notifies the applicant, transactions in-
volving a specific drug product will not 
be considered regulated transactions 
during the following periods: 

(1) While a bonafide application for 
reinstatement of exemption under 
paragraph (d) of this section for the 

specific drug product is pending resolu-
tion, provided that the application for 
reinstatement is filed not later than 60 
days after the publication of the final 
order removing the exemption; and 

(2) For a period of 60 days following 
the Administrator’s denial of an appli-
cation for reinstatement. 

(g) An order published by the Admin-
istrator in the FEDERAL REGISTER, pur-
suant to paragraph (e) of this section, 
to reinstate an exemption may be 
modified or revoked with respect to a 
particular drug product upon a finding 
that: 

(1) Applying the factors set forth in 
paragraph (a) of this section to the par-
ticular drug product, the drug product 
is being diverted; or 

(2) There is a significant change in 
the data that led to the issuance of the 
final rule. 

[60 FR 32461, June 22, 1995, as amended at 62 
FR 13968, Mar. 24, 1997; 67 FR 14862, Mar. 28, 
2002; 75 FR 38922, July 7, 2010; 77 FR 4237, Jan. 
27, 2012] 

§ 1310.11 Reinstatement of exemption 
for drug products distributed under 
the Food, Drug and Cosmetic Act. 

(a) The Administrator has reinstated 
the exemption for the drug products 
listed in paragraph (e) of this section 
from application of sections 302, 303, 
310, 1007, and 1008 of the Act (21 U.S.C. 
822–823, 830, and 957–958), to the extent 
described in paragraphs (b), (c), and (d) 
of this section. 

(b) No reinstated exemption granted 
pursuant to 1310.10 affects the criminal 
liability for illegal possession or dis-
tribution of listed chemicals contained 
in the exempt drug product. 

(c) Changes in exempt drug product 
compositions: Any change in the quan-
titative or qualitative composition, 
trade name or other designation of an 
exempt drug product listed in para-
graph (d) requires a new application for 
reinstatement of the exemption. 

(d) The following drug products, in 
the form and quantity listed in the ap-
plication submitted (indicated as the 
‘‘date’’) are designated as reinstated 
exempt drug products for the purposes 
set forth in this section: 
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EXEMPT DRUG PRODUCTS 

Supplier Product name Form Date 

[Reserved] ....... ......................... ..................

[60 FR 32462, June 22, 1995] 

§ 1310.12 Exempt chemical mixtures. 

(a) The chemical mixtures meeting 
the criteria in paragraphs (c) or (d) of 
this section are exempted by the Ad-
ministrator from application of sec-
tions 302, 303, 310, 1007, 1008, and 1018 of 
the Act (21 U.S.C. 822, 823, 830, 957, 958, 
and 971) to the extent described in 
paragraphs (b) and (c) of this section. 

(b) No exemption granted pursuant to 
this § 1310.12 or § 1310.13 affects the 

criminal liability for illegal possession, 
distribution, exportation, or importa-
tion of listed chemicals contained in 
the exempt chemical mixture or the 
civil liability for unlawful acts related 
to exempt chemical mixtures, includ-
ing distribution in violation of 21 
U.S.C. 842(a)(11). 

(c) Mixtures containing a listed 
chemical in concentrations equal to or 
less than those specified in the ‘‘Table 
of Concentration Limits’’ are des-
ignated as exempt chemical mixtures 
for the purpose set forth in this sec-
tion. The concentration is determined 
for liquid-liquid mixtures by using the 
volume or weight and for mixtures con-
taining solids or gases by using the 
unit of weight. 

TABLE OF CONCENTRATION LIMITS 

DEA chem-
ical code 
number 

Concentration Special conditions 

List I Chemicals 

N-Acetylanthranilic acid, its 
salts and esters.

8522 20% by Weight .................. Concentration based on any combination of N- 
acetylanthranilic acid and its salts and esters. 

Anthranilic acid, and its 
salts and esters.

8530 50% by Weight .................. Concentration is based on any combination of anthra-
nilic acid and its salts and esters. 

Benzaldehyde .................... 8256 50% by Weight or Volume.
Benzyl cyanide ................... 8570 20% by Weight or Volume.
Ephedrine, its salts, optical 

isomers, and salts of op-
tical isomers.

8113 Not exempt at any con-
centration.

Chemical mixtures containing any amount of ephed-
rine and/or pseudoephedrine, and their salts, optical 
isomers and salts of optical isomers are not exempt 
due to concentration, unless otherwise exempted. 

Ergocristine and its salts .... 8612 Not exempt at any con-
centration.

Chemical mixtures containing any amount of 
ergocristine and its salts are not exempt. 

Ergonovine and its salts .... 8675 Not exempt at any con-
centration.

Chemical mixtures containing any amount of ergo-
novine, including its salts, are not exempt. 

Ergotamine and its salts .... 8676 Not exempt at any con-
centration.

Chemical mixtures containing amount of any ergot-
amine, including its salts, are not exempt. 

Ethylamine and its salts ..... 8678 20% by Weight or Volume Ethylamine or its salts in an inert carrier solvent is not 
considered a mixture. Concentration is based on 
ethylamine in the mixture and not the combination 
of ethylamine and carrier solvent, if any. 

Gamma-Butyrolactone ....... 2011 70% by weight or volume. 
Hydriodic acid .................... 6695 20% by Weight or Volume.
Hypophosphorous acid and 

its salts.
6797 30% by weight if a solid, 

weight or volume if a liq-
uid.

The weight is determined by measuring the mass of 
hypophosphorous acid and its salts in the mixture, 
the concentration limit is calculated by summing the 
concentrations of all forms of hypophosphorous 
acid and its salts in the mixture. The Administration 
does not consider a chemical mixture to mean the 
combination of a listed chemical and an inert car-
rier. Therefore, any solution consisting of 
hypophosphorous acid (and its salts), dispersed in 
water, alcohol, or another inert carrier, is not con-
sidered a chemical mixture and is therefore subject 
to chemical regulatory controls at all concentrations. 

Iodine ................................. 6699 2.2 ..................................... Calculated as weight/volume (w/v). 
Isosafrole ............................ 8704 20% by Weight or Volume Concentration in a mixture cannot exceed 20% if 

taken alone or in any combination with safrole. 
Methylamine and its salts .. 8520 20% by Weight .................. Methylamine or its salts in an inert carrier solvent is 

not considered a mixture. Weight is based on meth-
ylamine in the mixture and not the combined weight 
of carrier solvent, if any. 

3,4-Methylenedioxyphenyl- 
2-propanone.

8502 20% by Weight.
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TABLE OF CONCENTRATION LIMITS—Continued 

DEA chem-
ical code 
number 

Concentration Special conditions 

N-Methylephedrine, its 
salts, optical isomers, 
and salts of optical iso-
mers.

8115 0.1% by Weight ................. Concentration based on any combination of salts N- 
methylephedrine, N-methylpseudoephedrine and 
their salts, optical isomers and salts of optical iso-
mers. 

N-Methylpseudoephedrine, 
its salts, optical isomers, 
and salts of optical iso-
mers.

8119 0.1% by Weight ................. Concentration based on any combination of N- 
methylpseudoephedrine, N-methylephedrine, and 
their salts, optical isomers and salts of optical iso-
mers. 

Nitroethane ......................... 6724 20% by Weight or Volume.
Norpseudoephedrine, its 

salts, optical isomers, 
and salts of optical iso-
mers.

8317 0.6% by Weight ................. Concentration based on any combination of 
norpseudoephedrine, phenylpropanolamine and 
their salts, optical isomers and salts of optical iso-
mers. 

N-phenethyl-4-piperidone 
(NPP).

8332 Not exempt at any con-
centration.

Chemical mixtures containing any amount of NPP are 
not exempt. 

Phenylacetic acid, and its 
salts and esters.

8791 40% by Weight .................. Concentration is based on any combination of 
phenylacetic acid and its salts and esters. 

.
Phenylpropanolamine, its 

salts, optical isomers, 
and salts of optical iso-
mers.

1225 0.6% by Weight ................. Concentration based on any combination of phenyl-
propanolamine, norpseudoephedrine and their salts, 
optical isomers and salts of optical isomers. 

Piperidine, and its salts ...... 2704 20% by Weight or Volume Concentration based on any combination of piperidine 
and its salts. Concentration based on weight if a 
solid, weight or volume if a liquid. 

Piperonal ............................ 8750 20% by Weight or Volume.
Propionic anhydride ........... 8328 20% by Weight or Volume.
Pseudoephedrine, its salts, 

optical isomers, and salts 
of optical isomers.

8112 Not exempt at any con-
centration.

Chemical mixtures containing any amount of ephed-
rine and/or pseudoephedrine, and their salts, optical 
isomers and salts of optical isomers are not exempt 
due to concentration, unless otherwise exempted. 

Red Phosphorus ................ 6795 80% by weight. 
Safrole ................................ 8323 20% by Volume ................. Concentration in a mixture cannot exceed 20% if 

taken alone or in any combination with isosafrole. 
White phosphorus .............. 6796 Not exempt at any con-

centration.
Chemical mixtures containing any amount of white 

phosphorus are not exempt due to concentration, 
unless otherwise exempted. 

List II Chemicals 

Acetic Anhydride ................ 8519 20% by Weight or Volume.
Acetone .............................. 6532 35% by Weight or Volume Exports only; Limit applies to acetone or any com-

bination of acetone, ethyl ether, 2-butanone, methyl 
isobutyl ketone, and toluene if present in the mix-
ture by summing the concentrations for each chem-
ical. 

Benzyl chloride ................... 8568 20% by Weight or Volume.
2-butanone ......................... 6714 35% by Weight or Volume Exports only; Limit applies to 2-butanone or any com-

bination of acetone, ethyl ether, 2-butanone, methyl 
isobutyl ketone, and toluene if present in the mix-
ture by summing the concentrations for each chem-
ical. 

Ethyl ether .......................... 6584 35% by Weight or Volume Exports only; Limit applies to ethyl ether or any com-
bination of acetone, ethyl ether, 2-butanone, methyl 
isobutyl ketone, and toluene if present in the mix-
ture by summing the concentrations for each chem-
ical. 

Hydrochloric acid ............... 6545 20% by Weight or Volume Hydrogen chloride in an inert carrier solvent, such as 
aqueous or alcoholic solutions, is not considered a 
mixture. Weight is based on hydrogen chloride in 
the mixture and not the combined weight of the car-
rier solvent, if any. 

Methyl isobutyl ketone ....... 6715 35% by Weight or Volume Exports only pursuant to § 1310.08; Limit applies to 
methyl isobutyl ketone or any combination of ace-
tone, ethyl ether, 2-butanone, methyl isobutyl ke-
tone, and toluene if present in the mixture by sum-
ming the concentrations for each chemical. 

Potassium permanganate .. 6579 15% by Weight.
Sodium Permanganate ...... 6588 15% by Weight.
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TABLE OF CONCENTRATION LIMITS—Continued 

DEA chem-
ical code 
number 

Concentration Special conditions 

Sulfuric acid ....................... 6552 20% by Weight or Volume Sulfuric acid in an inert carrier solvent, such as aque-
ous or alcoholic solutions, is not considered a mix-
ture. Weight is based on sulfuric acid in the mixture 
and not the combined weight of the carrier solvent, 
if any. 

Toluene .............................. 594 35% by Weight or Volume Exports only; Limit applies to toluene or any combina-
tion of acetone, ethyl ether, 2-butanone, methyl iso-
butyl ketone, and toluene if present in the mixture 
by summing the concentrations for each chemical. 

(d) The following categories of chem-
ical mixtures are automatically ex-
empt from the provisions of the Con-
trolled Substances Act as described in 
paragraph (a) of this section: 

(1) Chemical mixtures that are dis-
tributed directly to an incinerator for 
destruction or directly to an author-
ized waste recycler or reprocessor 
where such distributions are docu-
mented on United States Environ-
mental Protection Agency Form 8700– 
22; persons distributing the mixture to 
the incinerator or recycler must main-
tain and make available to agents of 
the Administration, upon request, such 
documentation for a period of no less 
than two years. 

(2) Completely formulated paints and 
coatings: Completely formulated 
paints and coatings are only those for-
mulations that contain all of the com-
ponents of the paint or coating for use 
in the final application without the 
need to add any additional substances 
except a thinner if needed in certain 
cases. A completely formulated paint 
or coating is defined as any clear or 
pigmented liquid, liquefiable or mastic 
composition designed for application to 
a substrate in a thin layer that is con-
verted to a clear or opaque solid pro-
tective, decorative, or functional ad-
herent film after application. Included 
in this category are clear coats, top- 
coats, primers, varnishes, sealers, ad-
hesives, lacquers, stains, shellacs, inks, 
temporary protective coatings and 
film-forming agents. 

(3) Iodine products classified as 
iodophors that exist as an iodine com-
plex to include poloxamer-iodine com-
plex, polyvinyl pyrrolidone-iodine com-
plex (i.e., povidone-iodine), 
undecoylium chloride iodine, 

nonylphenoxypoly (ethyleneoxy) eth-
anol-iodine complex, iodine complex 
with phosphate ester of alkylaryloxy 
polyethylene glycol, and iodine com-
plex with ammonium ether sulfate/ 
polyoxyethylene sorbitan monolaurate. 

(4) Iodine products that consist of or-
ganically bound iodine (a non-ionic 
complex) (e.g., iopamidol, iohexol, and 
amiodarone.) 

(e) The Administrator may, at any 
time, terminate or modify the exemp-
tion for any chemical mixture which 
has been granted an exemption pursu-
ant to the concentration limits as spec-
ified in paragraph (c) of this section or 
pursuant to the category exemption as 
specified in paragraph (d) of this sec-
tion. In terminating or modifying an 
exemption, the Administrator shall 
issue, and publish in the FEDERAL REG-
ISTER, notification of the removal of an 
exemption for a product or group of 
products for which evidence of diver-
sion has been found, as well as the date 
on which the termination of exemption 
shall take effect. The Administrator 
shall permit any interested party to 
file written comments on or objections 
to the order within 60 days of the date 
of publication of the order in the FED-
ERAL REGISTER. If any such comments 
or objections raise significant issues 
regarding any finding of fact or conclu-
sion of law upon which the order is 
based, the Administrator shall imme-
diately suspend the effectiveness of the 
order until he may reconsider the order 
in light of comments and objections 
filed. Thereafter, the Administrator 
shall reinstate, terminate, or amend 
the original order as determined appro-
priate. 

(f) The Administrator may modify 
any part of the criteria for exemption 
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as specified in paragraphs (c) and (d) of 
this section upon evidence of diversion 
or attempted diversion. In doing so, the 
Administrator shall issue and publish a 
Notice of Proposed Rulemaking in the 
FEDERAL REGISTER. The Administrator 
shall permit any interested persons to 
file written comments on or objections 
to the proposal. After considering any 
comments or objections filed, the Ad-
ministrator shall publish in the FED-
ERAL REGISTER a final order. 

[68 FR 23204, May 1, 2003, as amended at 69 
FR 74971, Dec. 15, 2004; 71 FR 60826, Oct. 17, 
2006; 72 FR 20047, Apr. 23, 2007; 72 FR 35931, 
July 2, 2007; 72 FR 40745, July 25, 2007; 75 FR 
37306, June 29, 2010; 76 FR 17781, Mar. 31, 2011; 
76 FR 31830, June 2, 2011] 

§ 1310.13 Exemption of chemical mix-
tures; application. 

(a) The Administrator may, by publi-
cation of a Final Rule in the FEDERAL 
REGISTER, exempt from the application 
of all or any part of the Act a chemical 
mixture consisting of two or more 
chemical components, at least one of 
which is not a List I or List II chem-
ical, if: 

(1) The mixture is formulated in such 
a way that it cannot be easily used in 
the illicit production of a controlled 
substance; and 

(2) The listed chemical or chemicals 
contained in the chemical mixture can-
not be readily recovered. 

(b) Any manufacturer seeking an ex-
emption for a chemical mixture, not 
exempt under § 1310.12, from the appli-
cation of all or any part of the Act, 
may apply to the Office of Diversion 
Control, Drug Enforcement Adminis-
tration. See the Table of DEA Mailing 
Addresses in § 1321.01 of this chapter for 
the current mailing address. 

(c) An application for exemption 
under this section shall contain the fol-
lowing information: 

(1) The name, address, and registra-
tion number, if any, of the applicant; 

(2) The date of the application; 
(3) The exact trade name(s) of the ap-

plicant’s chemical mixture and: 
(i) If the applicant formulates or 

manufactures the chemical mixture for 
other entities, the exact trade names of 
the chemical mixtures and the names 
of the entities for which the chemical 
mixtures were prepared; and 

(ii) If a group of mixtures (e.g. formu-
lations having identical function and 
containing the same listed chem-
ical(s)), the information required in 
paragraph (c)(3)(i) of this section and a 
brief narrative of their use. 

(4) (i) The complete qualitative and 
quantitative composition of the chem-
ical mixture (including all listed and 
all non-listed chemicals); or 

(ii) If a group of mixtures, the con-
centration range for the listed chem-
ical and a listing of all non-listed 
chemicals with respective concentra-
tion ranges. 

(5) (i) The chemical and physical 
properties of the mixture and how they 
differ from the properties of the listed 
chemical or chemicals; and 

(ii) If a group of mixtures, how the 
group’s properties differ from the prop-
erties of the listed chemical. 

(6) A statement that the applicant 
believes justifies an exemption for the 
chemical mixture or group of mixtures. 
The statement must explain how the 
chemical mixture(s) meets the exemp-
tion criteria set forth in paragraph (a) 
of this section. 

(7) A statement that the applicant 
accepts the right of the Administrator 
to terminate exemption from regula-
tion for the chemical mixture(s) grant-
ed exemption under this section. 

(8) The identification of any informa-
tion on the application that is consid-
ered by the applicant to be a trade se-
cret or confidential and entitled to pro-
tection under U.S. laws restricting the 
public disclosure of such information. 

(d) The Administrator may require 
the applicant to submit such additional 
documents or written statements of 
fact relevant to the application that he 
deems necessary for determining if the 
application should be granted. 

(e) Within a reasonable period of 
time after the receipt of an application 
for an exemption under this section, 
the Administrator will notify the ap-
plicant in writing of the acceptance or 
rejection of the application for filing. 
If the application is not accepted for 
filing, an explanation will be provided. 
The Administrator is not required to 
accept an application if any informa-
tion required pursuant to paragraph (c) 
of this section or requested pursuant to 
paragraph (d) of this section is lacking 
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or not readily understood. The appli-
cant may, however, amend the applica-
tion to meet the requirements of para-
graphs (c) and (d) of this section. If the 
exemption is subsequently granted, the 
applicant shall again be notified in 
writing and the Administrator shall 
issue, and publish in the FEDERAL REG-
ISTER, an order on the application. This 
order shall specify the date on which it 
shall take effect. The Administrator 
shall permit any interested person to 
file written comments on or objections 
to the order. If any comments or objec-
tions raise significant issues regarding 
any findings of fact or conclusions of 
law upon which the order is based, the 
Administrator may suspend the effec-
tiveness of the order until he has re-
considered the application in light of 
the comments and objections filed. 
Thereafter, the Administrator shall re-
instate, terminate, or amend the origi-
nal order as deemed appropriate. 

(f) The Administrator may, at any 
time, terminate or modify an exemp-
tion for any product pursuant to para-
graph (e) of this section. In termi-
nating or modifying an exemption, the 
Administrator shall issue, and publish 
in the FEDERAL REGISTER, notification 
of the removal of an exempt product or 
group of exempt products for which 
evidence of diversion has been found. 
This order shall specify the date on 
which the termination of exemption 
shall take effect. The Administrator 
shall permit any interested party to 
file written comments on or objections 
to the order within 60 days of the date 
of publication of the order in the FED-
ERAL REGISTER. If any such comments 
or objections raise significant issues 
regarding any finding of fact or conclu-
sion of law upon which the order is 
based, the Administrator may suspend 
the effectiveness of the order until he 

has reconsidered the order in light of 
comments and objections filed. There-
after, the Administrator shall rein-
state, terminate, or amend the original 
order as determined appropriate. 

(g) A manufacturer of an exempted 
chemical mixture shall notify DEA in 
writing, of any change in the quan-
titative or qualitative composition of a 
chemical mixture that has been grant-
ed an exemption by application. 
Changes include those greater than the 
range of concentration given in the ap-
plication or that remove non-listed 
chemical(s) given in the application as 
part of the formulation. A new applica-
tion will be required only if reformula-
tion results in a new product having a 
different commercial application or 
can no longer be defined as part of a 
group of exempted chemicals. DEA 
must be notified of reformulation at 
least 30 days in advance of marketing 
the reformulated mixture. For a 
change in name or other designation, 
code, or any identifier, a written notifi-
cation is required. DEA must be noti-
fied of any changes at least 60 days in 
advance of the effective date for the 
change. 

(h) Each manufacturer seeking ex-
emption must apply for such an exemp-
tion. A formulation granted exemption 
by publication in the FEDERAL REG-
ISTER will not be exempted for all man-
ufacturers. 

(i) The following chemical mixtures, 
in the form and quantity listed in the 
application submitted (indicated as the 
‘‘date’’) are designated as exempt 
chemical mixtures for the purposes set 
forth in this section and are exempted 
by the Administrator from application 
of Sections 302, 303, 310, 1007, 1008, and 
1018 of the Act (21 U.S.C. 822, 823, 830, 
957, 958, and 971): 

EXEMPT CHEMICAL MIXTURES 

Manufacturer Product name 1 Form Date 

Cerilliant Corporation ... 1R,2S(-)-Ephedrine hydrochloride 1.0 mg/ml as free base in one of: 
1,2-dimethoxyethane, acetonitrile, acetonitrile: water (≥50% acetoni-
trile), dimethylformamide, ethylene glycol, isopropanol, methanol, 
methanol/water (50:50), methanol/dimethyl sulfoxide (80:20), meth-
ylene chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

Cerilliant Corporation ... 1S,2R(+)-Ephedrine-D3 hydrochloride 0.1 mg/ml as free base in one 
of: 1,2-dimethoxyethane, acetonitrile, acetonitrile: water (≥50% ace-
tonitrile), dimethylformamide, ethylene glycol, isopropanol, meth-
anol, methanol/water (50:50), methanol/dimethyl sulfoxide (80:20), 
methylene chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

VerDate Mar<15>2010 11:22 May 06, 2014 Jkt 232078 PO 00000 Frm 00170 Fmt 8010 Sfmt 8010 Y:\SGML\232078.XXX 232078eh
ie

rs
 o

n 
D

S
K

2V
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



161 

Drug Enforcement Administration, Justice § 1310.14 

EXEMPT CHEMICAL MIXTURES—Continued 

Manufacturer Product name 1 Form Date 

Cerilliant Corporation ... 1S,2R(+)-Ephedrine-D3 hydrochloride 1.0 mg/ml as free base in one 
of: 1,2-dimethoxyethane, acetonitrile, acetonitrile: water (≥50% ace-
tonitrile), dimethylformamide, ethylene glycol, isopropanol, meth-
anol, methanol/water (50:50), methanol/dimethyl sulfoxide (80:20), 
methylene chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

Cerilliant Corporation ... 1S,2R(+)-Ephedrine hydrochloride 1.0 mg/ml as free base in one of: 
1,2-dimethoxyethane, acetonitrile, acetonitrile: water (≥50% acetoni-
trile), dimethylformamide, ethylene glycol, isopropanol, methanol, 
methanol/water (50:50), methanol/dimethyl sulfoxide (80:20), meth-
ylene chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

Cerilliant Corporation ... Pseudoephedrine-D3 hydrochloride 0.1 mg/ml as free base in one of: 
1,2-dimethoxyethane, acetonitrile, acetonitrile: water (≥50% acetoni-
trile), dimethylformamide, ethylene glycol, isopropanol, methanol, 
methanol/water (50:50), methanol/dimethyl sulfoxide (80:20), meth-
ylene chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

Cerilliant Corporation ... R,R(-)-Pseudoephedrine 1.0 mg/ml as free base in one of: 1,2- 
dimethoxyethane, acetonitrile, acetonitrile: water (≥50% acetonitrile), 
dimethylformamide, ethylene glycol, isopropanol, methanol, meth-
anol/water (50:50), methanol/dimethyl sulfoxide (80:20) methylene 
chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

Cerilliant Corporation ... S,S(+)-Pseudoephedrine 1.0 mg/ml as free base in one of: 1,2- 
dimethoxyethane, acetonitrile, acetonitrile: water (≥50% acetonitrile), 
dimethylformamide, ethylene glycol, isopropanol, methanol, meth-
anol/water (50:50), methanol/dimethyl sulfoxide (80:20), methylene 
chloride, or tetrahydrofuran.

Liquid ............. 8/2/2007 

E.I. DuPont deNemours 
& Co.

RC–5156 ................................................................................................. Liquid ............. 4/22/2005 

E.I. DuPont deNemours 
& Co.

VH–6037 ................................................................................................. Liquid ............. 4/22/2005 

Hawthorne Products, 
Inc.

Sole Pack Hoof Dressing ....................................................................... Paste ............. 8/14/2007 

Hawthorne Products, 
Inc.

Sole Pack Hoof Packing ......................................................................... Paste ............. 8/14/2007 

Quality Assurance 
Service Corporation.

10 to 1000 nanograms per milliliter of ephedrine in blood, serum, or 
urine.

Liquid ............. 9/26/2007 

Quality Assurance 
Service Corporation.

10 to 1000 nanograms per milliliter of pseudoephedrine in blood, 
serum, or urine.

Liquid ............. 9/26/2007 

Quality Assurance 
Service Corporation.

10 to 1000 nanograms per milliliter of phenylpropanolamine in blood, 
serum, or urine.

Liquid ............. 9/26/2007 

Reichhold, Inc .............. Beckosol® 12021–00 AA–200, IA–441, P531–T ................................... Liquid ............. 5/05/2005 
Reichhold, Inc .............. Urotuf® L06–30S, F78–50T .................................................................... Liquid ............. 5/05/2005 
Reichhold, Inc .............. Beckosol AA–220 ................................................................................... Liquid ............. 6/14/2005 
Waterbury Companies, 

Inc.
Waterbury 332500 .................................................................................. Liquid ............. 4/11/2005 

Waterbury Companies, 
Inc.

Waterbury 332762 .................................................................................. Liquid ............. 4/11/2005 

Waterbury Companies, 
Inc.

Waterbury 332400 .................................................................................. Liquid ............. 4/11/2005 

Waterbury Companies, 
Inc.

Waterbury 346201 .................................................................................. Liquid ............. 4/11/2005 

1 Designate product line if a group. 

[68 FR 23204, May 1, 2003, as amended at 75 
FR 10681, Mar. 9, 2010; 75 FR 53869, Sept. 2, 
2010; 76 FR 31830, June 2, 2011] 

§ 1310.14 Removal of exemption from 
definition of regulated transaction. 

The Administrator finds that the fol-
lowing drugs or groups of drugs are 
being diverted to obtain a listed chem-
ical for use in the illicit production of 
a controlled substance and removes the 
drugs or groups of drugs from exemp-
tion under paragraph (1)(iv) of the defi-
nition of regulated transaction in 

§ 1300.02 of this chapter pursuant to the 
criteria listed in § 1310.10 of this part: 

(a) Nonprescription drugs containing 
ephedrine, its salts, optical isomers, 
and salts of optical isomers. 

(b) Nonprescription drugs containing 
phenylpropanolamine, its salts, optical 
isomers, and salts of optical isomers. 

(c) Nonprescription drugs containing 
pseudoephedrine, its salts, optical iso-
mers, and salts of optical isomers. 

[75 FR 38922, July 7, 2010, as amended at 77 
FR 4237, Jan. 27, 2012] 
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§ 1310.16 Exemptions for certain 
scheduled listed chemical products. 

(a) Upon the application of a manu-
facturer of a scheduled listed chemical 
product, the Administrator may by 
regulation provide that the product is 
exempt from part 1314 of this chapter if 
the Administrator determines that the 
product cannot be used in the illicit 
manufacture of a controlled substance. 

(b) An application for an exemption 
under this section must contain all of 
the following information: 

(1) The name and address of the ap-
plicant. 

(2) The exact trade name of the 
scheduled listed chemical product for 
which exemption is sought. 

(3) The complete quantitative and 
qualitative composition of the drug 
product. 

(4) A brief statement of the facts that 
the applicant believes justify the 
granting of an exemption under this 
section. 

(5) Certification by the applicant 
that the product may be lawfully mar-
keted or distributed under the Federal, 
Food, Drug, and Cosmetic Act. 

(6) The identification of any informa-
tion on the application that is consid-
ered by the applicant to be a trade se-
cret or confidential and entitled to pro-
tection under U.S. laws restricting the 
public disclosure of such information 
by government employees. 

(c) The Administrator may require 
the applicant to submit additional doc-
uments or written statements of fact 
relevant to the application that he 
deems necessary for determining if the 
application should be granted. 

(d) Within a reasonable period of 
time after the receipt of a completed 
application for an exemption under 
this section, the Administrator shall 
notify the applicant of acceptance or 
non-acceptance of the application. If 
the application is not accepted, an ex-
planation will be provided. The Admin-
istrator is not required to accept an ap-
plication if any of the information re-
quired in paragraph (b) of this section 
or requested under paragraph (c) of this 
section is lacking or not readily under-
stood. The applicant may, however, 
amend the application to meet the re-
quirements of paragraphs (b) and (c) of 
this section. 

(e) If the application is accepted for 
filing, the Administrator shall issue 
and publish in the FEDERAL REGISTER 
an order on the application, which 
shall include a reference to the legal 
authority under which the order is 
based. This order shall specify the date 
on which it shall take effect. 

(f) The Administrator shall permit 
any interested person to file written 
comments on or objections to the 
order. If any comments or objections 
raise significant issues regarding any 
findings of fact or conclusions of law 
upon which the order is based, the Ad-
ministrator shall immediately suspend 
the effectiveness of the order until he 
may reconsider the application in light 
of the comments and objections filed. 
Thereafter, the Administrator shall re-
instate, revoke, or amend the original 
order as deemed appropriate. 

[71 FR 56024, Sept. 26, 2006] 

§ 1310.21 Sale by Federal departments 
or agencies of chemicals which 
could be used to manufacture con-
trolled substances. 

(a) A Federal department or agency 
may not sell from the stocks of the de-
partment or agency any chemical 
which, as determined by the Adminis-
trator of the Drug Enforcement Admin-
istration, could be used in the manu-
facture of a controlled substance, un-
less the Administrator certifies in 
writing to the head of the department 
or agency that there is no reasonable 
cause to believe that the sale of the 
specific chemical to a specific person 
would result in the illegal manufacture 
of a controlled substance. For purposes 
of this requirement, reasonable cause 
to believe means that the Administra-
tion has knowledge of facts which 
would cause a reasonable person to rea-
sonably conclude that a chemical 
would be diverted to the illegal manu-
facture of a controlled substance. 

(b) A Federal department or agency 
must request certification by submit-
ting a written request to the Adminis-
trator, Drug Enforcement Administra-
tion. See the Table of DEA Mailing Ad-
dresses in § 1321.01 of this chapter for 
the current mailing address. A request 
for certification may be transmitted 
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directly to the Office of Diversion Con-
trol, Drug Enforcement Administra-
tion, through electronic facsimile 
media. A request for certification must 
be submitted no later than fifteen cal-
endar days before the proposed sale is 
to take place. In order to facilitate the 
sale of chemicals from Federal depart-
ments’ or agencies’ stocks, Federal de-
partments or agencies may wish to 
submit requests as far in advance of 
the fifteen calendar days as possible. 
The written notification of the pro-
posed sale must include: 

(1) The name and amount of the 
chemical to be sold; 

(2) The name and address of the pro-
spective bidder; 

(3) The name and address of the pro-
spective end-user, in cases where a sale 
is being brokered; 

(4) Point(s) of contact for the pro-
spective bidder and, where appropriate, 
prospective end-user; and 

(5) The end use of the chemical. 
(c) Within fifteen calendar days of re-

ceipt of a request for certification, the 
Administrator will certify in writing to 
the head of the Federal department or 
agency that there is, or is not, reason-
able cause to believe that the sale of 
the specific chemical to the specific 
bidder and end-user would result in the 
illegal manufacture of a controlled 
substance. In making this determina-
tion, the following factors must be con-
sidered: 

(1) Past experience of the prospective 
bidder or end-user in the maintenance 
of effective controls against diversion 
of listed chemicals into other than le-
gitimate medical, scientific, and indus-
trial channels; 

(2) Compliance of the prospective bid-
der or end-user with applicable Fed-
eral, state and local law; 

(3) Prior conviction record of the pro-
spective bidder or end-user relating to 
listed chemicals or controlled sub-
stances under Federal or state laws; 
and 

(4) Such other factors as may be rel-
evant to and consistent with the public 
health and safety. 

(d) If the Administrator certifies to 
the head of a Federal department or 
agency that there is no reasonable 
cause to believe that the sale of a spe-
cific chemical to a prospective bidder 

and end-user will result in the illegal 
manufacture of a controlled substance, 
that certification will be effective for 
one year from the date of issuance with 
respect to further sales of the same 
chemical to the same prospective bid-
der and end-user, unless the Adminis-
trator notifies the head of the Federal 
department or agency in writing that 
the certification is withdrawn. If the 
certification is withdrawn, DEA will 
also provide written notice to the bid-
der and end-user, which will contain a 
statement of the legal and factual basis 
for this determination. 

(e) If the Administrator determines 
there is reasonable cause to believe the 
sale of the specific chemical to a spe-
cific bidder and end-user would result 
in the illegal manufacture of a con-
trolled substance, DEA will provide 
written notice to the head of a Federal 
department or agency refusing to cer-
tify the proposed sale under the au-
thority of 21 U.S.C. 890. DEA also will 
provide, within fifteen calendar days of 
receiving a request for certification 
from a Federal department or agency, 
the same written notice to the prospec-
tive bidder and end-user, and this no-
tice also will contain a statement of 
the legal and factual basis for the re-
fusal of certification. The prospective 
bidder and end-user may, within thirty 
calendar days of receipt of notification 
of the refusal, submit written com-
ments or written objections to the Ad-
ministrator’s refusal. At the same 
time, the prospective bidder and end- 
user also may provide supporting docu-
mentation to contest the Administra-
tor’s refusal. If such written comments 
or written objections raise issues re-
garding any finding of fact or conclu-
sion of law upon which the refusal is 
based, the Administrator will recon-
sider the refusal of the proposed sale in 
light of the written comments or writ-
ten objections filed. Thereafter, within 
a reasonable time, the Administrator 
will withdraw or affirm the original re-
fusal of certification as he determines 
appropriate. The Administrator will 
provide written reasons for any affir-
mation of the original refusal. Such af-
firmation of the original refusal will 
constitute a final decision for purposes 
of judicial review under 21 U.S.C. 877. 
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(f) If the Administrator determines 
there is reasonable cause to believe 
that an existing certification should be 
withdrawn, DEA will provide written 
notice to the head of a Federal depart-
ment or agency of such withdrawal 
under the authority of 21 U.S.C. 890. 
DEA also will provide, within fifteen 
calendar days of withdrawal of an ex-
isting certification, the same written 
notice to the bidder and end-user, and 
this notice also will contain a state-
ment of the legal and factual basis for 
the withdrawal. The bidder and end- 
user may, within thirty calendar days 
of receipt of notification of the with-
drawal of the existing certification, 
submit written comments or written 
objections to the Administrator’s with-
drawal. At the same time, the bidder 
and end-user also may provide sup-
porting documentation to contest the 
Administrator’s withdrawal. If such 
written comments or written objec-
tions raise issues regarding any finding 
of fact or conclusion of law upon which 
the withdrawal of the existing certifi-
cation is based, the Administrator will 
reconsider the withdrawal of the exist-
ing certification in light of the written 
comments or written objections filed. 
Thereafter, within a reasonable time, 
the Administrator will withdraw or af-
firm the original withdrawal of the ex-
isting certification as he determines 
appropriate. The Administrator will 
provide written reasons for any affir-
mation of the original withdrawal of 
the existing certification. Such affir-
mation of the original withdrawal of 
the existing certification will con-
stitute a final decision for purposes of 
judicial review under 21 U.S.C. 877. 

[68 FR 62737, Nov. 6, 2003, as amended at 75 
FR 10681, Mar. 9, 2010] 

PART 1311—REQUIREMENTS FOR 
ELECTRONIC ORDERS AND PRE-
SCRIPTIONS 

Subpart A—General 

Sec. 
1311.01 Scope. 
1311.02 Definitions. 
1311.05 Standards for technologies for elec-

tronic transmission of orders. 
1311.08 Incorporation by reference. 

Subpart B—Obtaining and Using Digital 
Certificates for Electronic Orders 

1311.10 Eligibility to obtain a CSOS digital 
certificate. 

1311.15 Limitations on CSOS digital certifi-
cates. 

1311.20 Coordinators for CSOS digital cer-
tificate holders. 

1311.25 Requirements for obtaining a CSOS 
digital certificate. 

1311.30 Requirements for storing and using a 
private key for digitally signing orders. 

1311.35 Number of CSOS digital certificates 
needed. 

1311.40 Renewal of CSOS digital certifi-
cates. 

1311.45 Requirements for registrants that 
allow powers of attorney to obtain CSOS 
digital certificates under their DEA reg-
istration. 

1311.50 Requirements for recipients of 
digitally signed orders. 

1311.55 Requirements for systems used to 
process digitally signed orders. 

1311.60 Recordkeeping. 

Subpart C—Electronic Prescriptions 

1311.100 General. 
1311.102 Practitioner responsibilities. 
1311.105 Requirements for obtaining an au-

thentication credential—Individual prac-
titioners. 

1311.110 Requirements for obtaining an au-
thentication credential—Individual prac-
titioners eligible to use an electronic 
prescription application of an institu-
tional practitioner. 

1311.115 Additional requirements for two- 
factor authentication. 

1311.116 Additional requirements for bio-
metrics. 

1311.120 Electronic prescription application 
requirements. 

1311.125 Requirements for establishing log-
ical access control—Individual practi-
tioner. 

1311.130 Requirements for establishing log-
ical access control—Institutional practi-
tioner. 

1311.135 Requirements for creating a con-
trolled substance prescription. 

1311.140 Requirements for signing a con-
trolled substance prescription. 

1311.145 Digitally signing the prescription 
with the individual practitioner’s private 
key. 

1311.150 Additional requirements for inter-
nal application audits. 

1311.170 Transmission requirements. 
1311.200 Pharmacy responsibilities. 
1311.205 Pharmacy application require-

ments. 
1311.210 Archiving the initial record. 
1311.215 Internal audit trail. 
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